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DETAILED ACTION 

1. Applicants' Response to Office Action, received 6 February 2009, is acknowledged. 
Claims 11, 15, 17, 18 and 21 have been amended. New claims 22-25 have been added. 

2. Claims 11-25 are pending and under consideration. 

Rejections/Objections Withdrawn 

3. The objection to claim 17 is withdrawn in light of the amendment of the claim. 

4. The rejection of claims 11, 12, 13 and 14 under 35 U.S.C. 112, second paragraph, as 
being indefinite for identity of "antigen", is withdrawn in light of the amendment of the claims. 

5. The rejection of claim 17 under 35 U.S.C. 112, second paragraph, as being indefinite for 
"the lipid", is withdrawn in light of the amendment of the claim. 

6. The rejection of claims 15-21 under 35 U.S.C. 112, second paragraph, as being 
indefinite for "dark blue dye", is withdrawn in light of the amendment of the claims. 

Rejections Maintained 

7. The rejection of claims 15, 16 and 18-21 under 35 U.S.C. 112, second paragraph, as 
being indefinite for identity of "antigen", is maintained for reasons of record. 

Applicants argue that the amendment of the claims obviates the rejection. 

The examiner has considered applicants argument in light of the claim amendments, but 
does not find it persuasive. 

Newly amended claim 15 is now drawn to a method comprising the steps of applying a 
positive control, a negative control and a sample to a hydrophobic material, adding antigen 
suspension to said positive, said negative and said sample, and interpreting a result, wherein 
clumping of a specific antigen in the suspension and an antibody in the positive control and the 
test sample is prognostic for an active tuberculosis infection. The added terminology further 
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describes the controls, not the antigen suspension being used. Thus, it remains unclear what is 
the antigen. 

Claim 16 merely states that the antigen suspension if a liposome antigen and does not 
clarify the source of the antigen. 

Claims 18-21 merely recite how the antigen suspension is obtained and does not clarify 
the source of the antigen. 

Claim Rejections - 35 USC § 112 

8. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

9. Claims 17 and 22-25 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claims depend from claim 15 which is now drawn to a method comprising the steps 
of applying a positive control, a negative control and a sample to a hydrophobic material, 
adding antigen suspension to said positive, said negative and said sample, and interpreting a 
result, wherein clumping of a specific antigen in the suspension and an antibody in the positive 
control and the test sample is prognostic for an active tuberculosis infection. The added 
terminology to claim 15 describes further the controls, not the antigen suspension being used. 
Thus, it is unclear what is the antigen. 

As newly amended, claim 17 merely recites how the positive control is obtained and 
does not clarify the source of the antigen utilized in the method of claim 15. 

Claims 22-25 are dependent from claim 15, but do not clarify the identity of the antigen 
utilized in the claimed method. Claims 22-25 merely recite the reactivity of the antibodies 
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utilized in the controls. Therefore, it is unclear how the method can function for detecting 
tuberculosis if none of the listed antigenic components are tuberculosis antigens. 

10. Claim 17 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 17 is dependent from claim 16 which is dependent from claim 15. As newly 
amended, claim 17 is now directed to a method, wherein said positive control is prepared 
comprising the steps leading to purifying a lipid composition. 

The positive control of claims 15 and 16 is "an anti-mycobacterial glcolipid antibody". 
Thus, it is unclear what claim 17 is claiming because it recites that the positive control is 
prepared by purifying a lipid composition only. There is no recitation of antibody production. 

Conclusion 

11. No claims are allowed. 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of 
the mailing date of this final action and the advisory action is not mailed until after the end of 
the THREE-MONTH shortened statutory period, then the shortened statutory period will expire 
on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) 
will be calculated from the mailing date of the advisory action. In no event, however, will the 
statutory period for reply expire later than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Wednesday from 9:00 
AM to 7:30 PM EST. Thursday is the examiner's work at home day. 

If attempts to reach the Examiner by telephone are unsuccessful, please contact the 
Examiner's Supervisor, Robert B. Mondesi (571)272-0956. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://p3ir-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Rodney P. Swartz, Ph.D./ 
Primary Examiner, Art Unit 1645 
April 24, 2009 



